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DETAILED ACTION 

Claims 1-15 are pending. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1, 5, 9 and 10 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The claims 1 and 5 disclose the phrase "normalizing intraoral microflora". It is not 
clear what subject matter the phrase intends to point out. The specification or the claims 
does not specifically define what the normalization would be in intraoral microflora. 
Clarification is required. 

Claim 9 provides for the use of a lactic acid bacterium, however, since the claim 
does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim 10 is drawn to a composition comprising Lactobacillus salivarius Tl 271 1 
strain and an active ingredient having different mechanism of action from the strain. It is 
not clear what kind of purpose the "active ingredient" intends to be. Since the claim 
does not claim any intended use of the composition, it is confusing the additional 
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material being active for what purpose, and thus makes the current claim indefinite. 
Thus, the claim is interpreted as a composition comprising the strain FERM BP-7974. 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 5-15 are rejected under 35 U.S.C. § 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. The invention appears to employ novel biological 
materials, specifically Lactobacillus salivariusT\ 2711 strain (FERM BP-7974). Since 
the biological materials are essential to the claimed invention, they must be obtainable 
by a repeatable method set forth in the specification or otherwise readily available to the 
public. If the biological materials are not so obtainable or available, the requirements of 
35 U.S.C. § 1 1 2 may be satisfied by a deposit of the biological materials. 

The specification does not disclose a repeatable process to obtain the biological 
materials, and it is not apparent if the biological materials are readily available to the 
public. It is noted that Applicant has deposited the biological materials (p.12-13 of the 
specification), but there is no indication in the specification as to public availability. If the 
deposit is made under the Budapest Treaty, then an affidavit or declaration by 
Applicant, or a statement by an attorney of record over his or her signature and 
registration number, stating that the specific biological materials have been deposited 
under the Budapest Treaty and that the biological materials will be irrevocably and 
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without restriction or condition released to the public upon the issuance of a patent, 
would satisfy the deposit requirement made herein. 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 6 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claim disclose a lactic acid bacterium 
which does not fall within at least one of the four categories of patent eligible subject 
matter recited in 35 U.S.C. 101 (process, machine, manufacture, or composition of 
matter). Applicant is advised to amend to claim (e.g. A purified culture of a lactic acid 
bacterium, ...). 

Claim 9 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition 
of a process, i.e., results in a claim which is not a proper process claim under 35 
U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-10 and 13-15 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Kawaiet al. (US 4,746,512). 

Kawai et al. teach Lactobacillus salivarius strain AD0001 (FERM BP-713) and its 
use in a composition or food for anticariogenic or antiperiodontitic products (see whole 
document). 

Although it is acknowledged that the specification discloses differences between 
various strains of Lactobacillus salivarius (e.g. Table 1 of the specification), and might 
show unique properties of the claimed strain of FERM BP-7974 compared to the limited 
number of other strains, it has not been established whether the claimed strain is novel 
and clearly different from one taught by Kawai et al. Therefore, the examiner takes a 
position that the strain of Kawai et al. is the same as the claimed strain. 

The Patent and Trademark Office is not equipped to conduct experimentation in 
order to determine whether or not applicants' strain differs, and if so to what extent, from 
the strain discussed in Kawai et al. Accordingly, it has been established that the prior 
art strain, which (has the same genus and species classification and share the property 
of being able to produce lactic acid), demonstrates a reasonable probability that it is 
either identical or sufficiently similar to the claimed strain that whatever differences exist 
are not patentably significant. Therefore, the burden of establishing novelty or 
unobviousness by objective evidence is shifted to applicants. 

Merely because a characteristic of a known strain is not disclosed in a reference 
does not make the known strain patentable. The new strain possesses inherent 
characteristics which might not be displayed in the tests used the reference. Clear 
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evidence that the strain of the cited prior art do not possess a critical characteristic that 
is possessed by the claimed strain, would advance prosecution and might permit 
allowance of claims to applicants' strain. 

Thus, the reference anticipates the claimed subject matter. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kawai et al. (supra) in view of Klueppel et al. (US 4,726,943). 

Kawai et al. teach a composition comprising Lactobacillus salivarius strain as 
anticariogenic or antiperiodontitic agent. 

Kawai et al. do not teach additional component/substance selected from sugar 
alcohol such as erythritol. 

Klueppel et al. teach the use of polyol (sugar alcohol) such as erythritol for anti- 
caries composition (see col. 1, line 66 through col. 2, line 19, especially, line 14 of col. 
2). 

It would therefore have been obvious for the person of ordinary skill in the art at 
the time the invention was made to combine erythritol of Klueppel et al. with the 
composition of Lactobacillus salivarius of Kawai et al. 
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M.P.E.P. §2144.06 states "It is prima facie obvious to combine two compositions 
each of which is taught by the prior art to be useful for the same purpose, in order to 
form a third composition to be used for the very same purpose. [T]he idea of combining 
them flows logically from their having been individually taught in the prior art." In re 
Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980) (citations omitted) 
(Claims to a process of preparing a spray-dried detergent by mixing together two 
conventional spray-dried detergents were held to be prima facie obvious.). See also In 
re Crockett, 279 F.2d 274, 126 USPQ 186 (CCPA 1960) (Claims directed to a method 
and material for treating cast iron using a mixture comprising calcium carbide and 
magnesium oxide were held unpatentable over prior art disclosures that the 
aforementioned components individually promote the formation of a nodular structure in 
cast iron.); and Ex parte Quadranti, 25 USPQ2d 1071 (Bd. Pat. App. & Inter. 1992) 
(mixture of two known herbicides held prima facie obvious). 

Since the purpose of Lactobacillus salivarius of Kawai et al. and erythritol of 
Klueppel et al. is as anti-caries or treatment of caries, these two components are for the 
same intended use and thus, it is obvious to combine these two components in a 
composition for anti-caries agent. 

Therefore, the invention as a whole would have been prima facie obvious to a 
person of ordinary skill at the time the invention was made. 

Conclusion 

No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taeyoon Kim whose telephone number is (571)272- 
9041 . The examiner can normally be reached on 8:00 am - 4:00 pm ET (Mon-Thu). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leon B Lankford Jr/ 

Primary Examiner, Art Unit 1651 
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AU-1651 



